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Claims 1-73, 75-77 have been canceled. Claims 74, 78-93 are still at issue and 
are present for examination. 

Applicants* arguments filed on 8/22/2005 and 12/20/2005 have been fully 
considered and are deemed to be persuasive to overcome some of the rejections 
previously applied. Rejections and/or objections not reiterated from previous office 
actions are hereby withdrawn. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 74, 80, 82-84, 86-93 remain rejected under 35 U.S.C. 103(a) as being 

unpatentable over Hung (cited previously) in view Lereclus (cited previously) according 

to previous office actions. In traversal of this rejection applicant argues the following : 

that lacZ promoter in indeed present in both plasmids pH304 and PHT790'lacZ. 

However Figure 5 demonstrates that low levels of lacZ expression in a strain harboring 

pH304'lacZ and no improvement can be observed for a strain harboring pHT901'lacZ 

which has the crylllA "downstream region" situated downstream of the jacZ promoter. 

According to applicant one of ordinary skill in the art would expect to see a significant 

improvement if, in fact, a heterologous promoter is able to function in association with 

the cryllla "downstream region" and Figure 5 does not support this assumption. 

Therefore, in applicant's point of view Lereclus provides no evidence that crylllA 



Application/Control Number: 09/834,271 Page 3 

Art Unit: 1653 

downstream region can be used with other promoters that are foreign to the crylllA 
"downstream region" to increase expression of a gene. In fact, Lereclus data (for 
example Figure 6) appears to be only specific for the cry IMA promoter. 

Finally, applicant concludes that since the references cited by the Examiner do 
not contain the requisite teaching they cannot be combined to render this invention 
obvious. Moreover there is no motivation to inserting "downstream region" of Lereclus 
into the DNA construct of Hung because there is no reasonable expectation of success 
of increasing expressing of a gene based on results obtained by Lereclus and therefore 
the rejection should be withdrawn. 

These arguments were fully considered but once again were found 
unpersuasive. The point is well taken that in pH3041acZ and pT7901'lacZ plasmids 
lacZ promoter were present. However, applicant is reminded of the scale in which the 
data in figure 5 is presented. As applicant himself/herself can observe the high level of 
beta galactose (beta gal) production in strain harboring pH7902'LacZ , which was higher 
than the two strains harboring the other two plasmids in Figure 5, somehow undennine 
the levels of galactose production in strain harboring pHT790V. However, if applicant 
reviews column 17 of U.S. patent 6,140,104 (lines 25-30) , it is indicated that strain 
harboring pHT7901'LacZ produced a small but significant increase in beta gal 
production (i.e. 1200 Miller units from t-2 to t7.5 relative to 800 miller units beta gal 
activity produced in a strain harboring PH3041acZ in the same period of time). 
Therefore, in contrast to applicants view, one of ordinary skill in the art did observe what 
he/she was expected (i.e. a significant increase in beta galactose production) when 
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he/she combined the effect of "downstream region" with that of the heterologous 
promoter of lacZ gene. 

Once again applicant is reminded that prima facie case of obviousness does 
require overwhelming data in support of combining references but a mere motivation. 
Applicant can appreciate that 1200 miller units of activity (corresponding to stain 
harboring pH790riacZ) shows a 50% increase (1200-800/800=50%) in beta gal 
production relative to strain harboring pH304'lacZ and such increase is sufficient and 
significant enough to motivate one of ordinary skill to insert the "downstream region" of 
Lereclus into the Bacillus host comprising the DNA construct of Hung with a reasonable 
expectation of obtaining higher gene expression. 

Finally, in view of previously stated teachings of Lereclus, as shown for example, 
in column 2 (lines 40-45) and column 5 (first paragraph) of U.S. Patent No. 6,140,104 
that promoters from its construct may be both endogenous and exogenous (e.g. LacZ 
promoter) to the host used and in view of the data provided in Figure 5 and specially 
column 17 of said patent the examiner finds no reason to withdraw the rejection. 

Claim 78 remains rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hung (cited previously) in view of Lereclus (cited above) further in view of Diderichsen 
(cited previously) according to previous office action. Therefore the rejection remains for 
the reasons provided above in addition to those provided previously. 

Claim 85 remains rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hung (cited previously) in view of Lereclus (cited above) further in view of Jorgensen* 
according to previous office action. In traversal of this rejection applicant provides the 
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same arguments already addressed above. Therefore the rejection remains for the 
reasons provided above in addition to those provided previously. 

Claims 89-90 remain rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hung (cited previously) in view of Lereclus (cited above) further in view of 
Jorgensen according to previous office action. In traversal of this rejection applicant 
provides the same arguments already addressed above. Therefore the.rejection 
remains for the reasons provided above in addition to those provided previously. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 74, 78-93 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 29-31 of U.S. Patent No. 
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5,955,310. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the scope of issued claims embrace the scope of 
instant claims. 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maryam Monshipouri whose telephone number is (571) 
272-0932. The examiner can normally be reached on 7:00 a.m to 4:30 p.m. except for 
alternate Mondays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Weber Jon P. can be reached on (571) 272-0925. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Maryam Monshipouri Ph.D. 
Primary Examiner 



